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5.0. 510(k) Summary

Date: February 18,2010 OCT -7 20111
Owner:

A Plus Medical

5431 Avenida Enemnas, STE Gi
Carlsbad, CA 92008-4411

Tel: + 760-930-4025

Fax: + 760-930-0040

Owner/Operator Number.
10023166

Official Contact:
Thomas C. Loescher

Tel: + 760-930-4025

Fax: + 760-930-0040

Trade Names:

BobI.Plus7 Infant Nasal Cannula System

Common/Usual Name:
Nasal Cannula, Infant Nasal Cannula

Classification Name:
Device Name: Ventilator, non-continuous (respirator)

Product Code: BZD

Regulation: 868.5905

Device Class: II

Device:

The Bahi*Phrs Nasal Cannula

Predicate Devices:

Number: K0937 16

Product Namie: Sabe.Pjus7 Infant Nasal Cannula System

Manufacturer: A Plus Medical

Product Codes: CIOO&C102

Device Description:

Single patient use nasal cannula offered in 8 different sizes which have been specifically designed for patents 510
Kg. The device includes a short length of 10 min corrugated tubing allowing connection to a variety of devices.
The device also provides a means to monitor delivered pressure at the nasal prong.

Indications for Use:
Single patient use device intended for use with neonates, infants and children under 10 Kg requiring a nasal prong
interface during intermittent or continuous gas flow therapy in the hospital critical care unit.
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,a APius Medical

* Contraindications:
* Patients not requiring a nasal prong interface during intermittent or continuous gas flow therapy.

Patients> 10 Kg.

Patient Population:

Patient population of neonate (premature infant), infant and child

Environment of Use:
Hospital Critical Care Unit

Comparative of Technological Characteristics:
The Babi*Phus Nasal Cannula is substantially equivalent in indications for use, environment of use, patient
population, material and flmiction to the identified predicate. Bench testing and dimensional analysis confirmed
that the Babi*Plzus Nasal Cannula and predicate device have similar performance characteristics.
Testing was performed and the below identified differences were demonstrated:

a Resistance to gas flow in the inspiratory circuit.

Gas Flow 1 2 3 4 5 6 7 8 9 10 11 12
Predicate 0 0.1 0.2 0.3 0.4 0.5 0.7 0.9 1.1 1.3 1.6 1.9

Proposed Device <0.1I <0. 1 0. 1 0.2 0.2 0.3 0.5 0.6 0.8 0.9 1.1 1.3
0 Resistance to gas flow in the expiratory circuit.

Gas Flow 1 2 3 4 5 6 7 8 9 10 11 12
Predicate 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.1 0.1 0.1 0.1 0.1

Proposed Device <0.1 <0.1 <0.1 0.1 0.1 0.2 0.2 0.3 *0.3 0.4 0.5 0.6
Conclusion:

The revised Babi"Plus Nasal Cannula is substantially equivalent to the predicate of Application K(093716
because:

* Both are made from identical material.

* Both have substantially equivalent performance.

* Both have identical indications for use.

* Both are used in identical patient populations.

* Both are used in identical environments of use.
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-DEPARTMENT OF HEALTH & HUMAN SERVICES Puhlic [ileah Scrvice

Food and IJmi Adnmiciiin
1 0903 New I IpShirc AvC ILuC

Dociuincn Conti ! Roomi -\'(C6~6-0t
Silvcr Sping,. NMD 20993-0002

tvirIThomas C. Loeseher, R.R.T
Piesident
A Plus Mecdical
543 1 Avenida Enemnas. Suite G
Carlsbad, California 92008

o 7%Y\

Re: K 110471
Trade/Dc vice Name: Baibi .P1usrl Infaint N asal Cannu Ia System
Regulation Number: 21 CUR 868.5905
Reg-ulation Name: NoncolntinlUOUS Venti later (I PP B)
Re.-la~torlV Class: 11
P~rodluct Code: BZD
Dated: September 7, 20 11
Received: September 8, 201 1

Dear Mr. Loeseher:

\We have reviewed your Section 5 10(k) premarket notification of intent to market the device
ic lerenced above and have determined the device is substantially cCIlvalent (for thle

ldicationS for Use stated inl thle eclCosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment dlate of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of'
the Federal Food, Dru1.g, and Cosmetic Act (Act) that do not require approval of a premlarket
approval application (PMA). YOU may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for' annual registration, listing, of devices, good manu facturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI- does
not eva I ate information related to conitrac t li ability wariran ties. We remind YeOU, hIowCeer.
that device labeling mu1Lst be ru'Lthful and not misleading.

If your device is classified (see above) into either class If (Special Controls) or class Ill
(PMA), it nay be SUbjc to additional co ntrolIs. Existing maj or regulations afecti ng your
device canl be fou~nd in the Code of Fedleral Regulations, Title 21, Parts 800 to 898. In
addition, FIDA m1ay' publish Further announcements concerning your device in the Federal
Renistet.



Pace 2- Mr. Loeseher

P lease be ad vised that FIDA's issuance of a substantial equivalence determination does not
mecan that FDA has made a determination that your device complies with other eqcuiretnents
of'the Act or any, Federal statutes anld regulations administered by other Fleeal agence s.
Y"ou muIIst cornply with all the i-Nt's requirements, inIcIluingI but not li iited to: reg(istrationl
and listing (2 I C FR Part 807); labeling (21I C FR Part 801); medical dlevice reporting
(reporting of medical cevi ce-related adverse evenits) (2 1 CF R 803); good maIm fIaCtUri 111
practice reqt ii rments as set forth in the qtal ity systems (QS) regulationI (2 1 C FR Part 820);
and if applicable, the electronic prodtct radiation control provisions (Sections 531-342 of'
the Act); 21 CFR 1000- 1050.

If YouI desire specific advice for your device On otir labeling regzlati on (2 1 CFR Pait 801),
please g-o to ]Itti)://\v\w\\.],In. co\v/.AbOLtFDA/CentersOilfices/CDRJ-I/CDI1-l0CFICCS/tII

I 5809.hitin for the Center for Devices and Radiological HeIalth's (CD)RI-L's) Offlice of'
Cornpli1ance. AlIso, pl ease note the regulation entitled, "'Misbrandi ng by re erence to
premarket notification" (210CFR Part 807.97). For questions regarding the reporting of'
adlCS verseevets tin1der thle M D R r-eg~Lat ion (2 1 CF R Part 803), pleaise go to
Dit p://www.frda.uo/ed icalIDevices/Safetv,/Reeortal~rob eII/ClC(effl L.h11til for thle CDRI-l s
Office of Sn rvei lance and B iometrics/Di vision of Postruarket S UrveilIlance.

You nay obtain other general in formation Onl your responisi hilIities tinder the Act fromi the
Division of'Small Manu facturers, International anld Co nsu~mer Assistance at its tol- fr-e
nu1-mber (800) 638-204 1 or (30Of) 796-7100 or at its Internet address

Sincerely yours,

Anthiony D. Watson. B.S.. M.S.. M.B.A.
Director
Division of Aniesthiesiology. General Hospital,

In fection Control and Dental Devices
Office of' Device EvaluationI
Center for Devices and

Radiological Health

EnclosureC



Indications for Use Statement

510(k) Number: ______(To be assigned)

Device Name: EobL.Plusilnfant Nasal Cannula System

Indications for Use:
Single patient use device intended for use with neonates, infants and
children under 10 Kg requiring a nasal prong interface during intermittent or
continuous gas flow therapy in the hospital critical care unit.

Prescription Use X or Over-the-counter use _

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Numnber:-- i Y7
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